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DETAILED ACTION 

Applicant's response filed on October 25, 2007 has been received and entered into the 
case. Claims 23 - 44 are pending and have been considered on the merits. All arguments have 
been fully considered. 

Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

3. Claims 23 - 44 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Muschler (US 6723131) in view of Wironen et al. (US 2003/0180262 Al). 
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Applicant claims an apparatus for preparing a bone graft composite comprising a tube 
with a first and second end; a first removable end cap which allows passage of bone marrow 
aspirate delivery member and attachment to a bone marrow aspirate delivery member; a second 
removable end cap which allows communication between the tube and a filter and is configured 
to attach with a filter; a removable filter membrane attached to the second end cap; a filter in the 
membrane that prevents bone marrow aspirate to flow through while allowing air to flow 
through; and a bone graft in the tube. The graft material is selected from calcium sulfate, 
calcium phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized 
bone matrix, and mineralized bone matrix, specifically tri-calcium phosphate; the bone graft 
material is porous to bone marrow aspirate; or the bone graft material comprises a plurality of 
small bone pieces. The end caps and filter membranes have removable sealing caps, wherein a 
second sealing cap provides an air tight environment; and washers are disposed between the end 
caps and tube ends. The apparatus further comprises bone marrow aspirate that is introduced via 
the first end and having had air expelled through the filter; the bone marrow aspirate is allowed 
to coagulate in the tube after contact with the bone graft material; and the bone graft material is 
substantially saturated with the aspirate. The first end cap is configured for attachment to a 
syringe. 

Muschler teaches an apparatus for preparing a bone graft composite (abstract), the 
apparatus comprising a tube with a first and second end (figures), removable end caps (col.7 line 
11-14) that may allow for passage of a syringe (or a bone marrow aspirate delivery member) 
(col.7 line 25-30) or attachment to a screen (or filter) membranes (or end caps that allow 
communication with filters and bone marrow aspirate delivery members) (col.7 line 15-19); and 
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a bone graft material therein (col.6 line'59-64). The bone graft material may be calcium 
phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized bone 
matrix, and mineralized bone matrix (col.4 line 13-55); is porous to marrow aspirate (col.4 line 
13-15, col.3 line 38-45); or may comprise a plurality of small bone pieces (coL4 line 50-col.5 
line 20). The bone marrow aspirate is not anticoagulated, but is allowed to clot (or coagulate) 
during mixing (or substantially saturating) with the graft material (or within the tube) (col.8 line 
51-54). 

Muschler does not teach the apparatus wherein the filter membrane prevents aspirate 
passage while allowing air to pass through. However, Wironen teaches apparatuses for making 
bone graft composites (abstract, figures), wherein one end has a filter membrane attached to 
prevent passage of bone paste components (or aspirate and/or graft materials) while expelling air 
from the tube (0045). Wironen teaches that it is desirable to remove air from the paste 
components before, during or after reconstitution is conducted (0045). At the time of the 
claimed invention, it would have been obvious to one of ordinary skill in the art to use the filter 
of Wironen in the apparatus of Muschler for the disclosed desirability for removing air from the 
bone graft composite material during mixing (0045). Moreover, at the time of the claimed 
invention, one of ordinary skill in the art would have been motivated by Wironen to use a filter 
that prevents passage of bone paste components (or aspirate and/or graft materials) while 
expelling air with a reasonable expectation for successfully obtaining an apparatus for making 
bone graft composites. 

The combined teachings of the references do not specifically teach the apparatus wherein 
the aspirate is introduced via a first end having air expelled through the filter of the second end. 
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However Muschler does teach the aspirate being loaded via the first end by means known in the 
art (col. 7 line 39-46), and that the second end may contain a filter membrane. Further, Wironen 
teaches the advantages of using membranes that prevent passage of aspirate while allowing air to 
pass through (0045). Thus, the combined teachings of Muschler and Wirqnen clearly suggest to 
one in the art to load the tube through one end while expelling air through the other. 

The references do not teach the apparatus wherein the end caps have removable sealing 
caps, or wherein washers are used between the tube and end caps. However, in the response 
filed on March 14, 2006 to the election restriction requirement mailed on February 14, 2006, 
applicant clearly admitted on the record that the groups of the various inventions were obvious 
over each other under the meaning of 35 USC 103. Specifically, in that the inventions of a bone 
graft material, methods for making the material and the claimed apparatus for holding or 
preparing the bone graft material are obvious over each other under the meaning of 35 USC 103. 
Standard examination practice dictates that when an applicant traverses restrictions on the 
grounds that the inventions are not patentably distinct, applicant should submit evidence or 
identify such evidence of record showing the inventions to be obvious variants or clearly admit 
on the record that this is the case. Furthermore, in either case, if the examiner finds one of the 
inventions unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other inventions. This practice has long been established and is 
further supported by the MPEP (form paragraph 8.21). In the instant application, applicant 
clearly admitted on the record that the inventions were obvious variants over each other. Thus, 
in finding the inventions of a bone graft material, methods for making the material and an 
apparatus for housing/preparing the material, those inventions and/or limitations not specifically 
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disclosed by the art are rendered obvious under 35 USC 103, as admitted by applicant. While 
claims to the bone graft and methods for making the graft have been canceled, applicant's earlier 
admission remains applicable over limitations of the apparatus not disclosed by the cited art. 
Therefore, while the references do not teach the apparatus with removable sealing caps and 
washers, the limitations are rendered obvious. 

4. Claims 23 - 29, 32 and 35 - 40 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Muschler in view of Wironen and further in view of Erbe et al. (US 6736799 
Bl), 

Applicant claims an apparatus for preparing a bone graft composite comprising a tube 
with a first and second end; a first removable end cap which allows passage of bone marrow 
aspirate delivery member and attachment to a bone marrow aspirate delivery member; a second 
removable end cap which allows communication between the tube and a filter and is configured 
to attach with a filter; a removable filter membrane attached to the second end cap; a filter in the 
membrane that prevents bone marrow aspirate to flow through while allowing air to flow 
through; and a bone graft in the tube. The graft material is selected from calcium sulfate, 
calcium phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized 
bone matrix, and mineralized bone matrix, specifically tri-calcium phosphate; the bone graft 
material is porous to bone marrow aspirate; or the bone graft material comprises a plurality of 
small bone pieces. The end caps and filter membranes have removable sealing caps, wherein a 
second sealing cap provides an air tight environment. The apparatus further comprises bone 
marrow aspirate that is introduced via the first end and having had air expelled through the filter; 
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the bone marrow aspirate is allowed to coagulate in the tube after contact with the bone graft 
material; and the bone graft material is substantially saturated with the aspirate. The first end 
cap is configured for attachment to a syringe. 

Muschler teaches an apparatus for preparing a bone graft composite (abstract), the 
apparatus comprising a tube with a first and second end (figures), removable end caps (col.7 line 
11-14) that may allow for passage of a syringe (or a bone marrow aspirate delivery member) 
(col.7 line 25-30) or attachment to a screen (or filter) membranes (or end caps that allow 
communication with filters and bone marrow aspirate delivery members) (col.7 line. 15-19); and 
a bone graft material therein (col.6 line 59-64). The bone graft material may be calcium 
phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized bone 
matrix, and mineralized bone matrix (col.4 line 13-55); is porous to marrow aspirate (col.4 line 
13-15, col.3 line 38-45); or may comprise a plurality of small bone pieces (col.4 line 50-col.5 
line 20). The bone marrow aspirate is not anticoagulated, but is allowed to clot (or coagulate) 
during mixing (or substantially saturating) with the graft material (or within the tube) (col.8 line 
51-54). 

Muschler does not teach the apparatus wherein the filter membrane prevents aspirate 
passage while allowing air to pass through. However, Wironen teaches apparatuses for making 
bone graft composites (abstract, figures), wherein one end has a filter membrane attached to 
prevent passage of bone paste components (or aspirate and/or graft materials) while expelling air 
from the tube (0045). Wironen teaches that it is desirable to remove air from the paste 
components before, during or after reconstitution is conducted (0045). At the time of the 
claimed invention, it would have been obvious to one of ordinary skill in the art to use the filter 
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of Wironen in the apparatus of Muschler for the disclosed desirability for removing air from the 
bone graft composite material during mixing (0045). Moreover, at the time of the claimed 
invention, one of ordinary skill in the art would have been motivated by Wironen to use a filter 
that prevents passage of bone paste components (or aspirate and/or graft materials) while 
expelling air with a reasonable expectation for successfully obtaining an apparatus for making 
bone graft composites. 

The combined teachings of the references do not specifically teach the apparatus wherein 
the aspirate is introduced via a first end having air expelled through the filter of the second end. 
However Muschler does teach the aspirate being loaded via the first end by means known in the 
art (col.7 line 39-46), and that the second end may contain a filter membrane. Further, Wironen 
teaches the advantages of using membranes that prevent passage of aspirate while allowing air to 
pass through (0045). Thus, the combined teachings of Muschler and Wironen clearly suggest to 
one in the art to load the tube through one end while expelling air through the other. 

' The references dp not teach the apparatus wherein the end caps have removable sealing 
caps. However, at the time of the claimed invention, the end caps of apparatuses for making 
bone graft composites were commonly sealed in the art. In support, Erbe teaches an apparatus 
for making bone composite materials wherein the end caps are closed (or sealed) to seal the 
material chamber (or tube with graft material) (col.3 line 9-25, claims). While the reference does 
not expressly teach the sealing cap in addition to the end cap, the reference certainly suggests to 
one in the art the desire to seal the graft tubes. Thus, at the time of the claimed invention, one of 
ordinary skill in the art would have been motivated by common practice, as evidenced by Erbe, 
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to include a sealing cap on the apparatus of Muschler with a reasonable expectation for 
successfully obtaining an apparatus effective to prepare a bone graft composite. 

5. Claims 23 - 27, 30 - 33, 36 - 38 and 40 - 43 stand rejected under 35 U.S.C. 103(a) as 
being unpatentable over Muschler in view of Wironen and further in view of Willard et al. (US 
4846174). 

Applicant claims an apparatus for preparing a bone graft composite comprising a tube 
with a first and second end; a first removable end cap which allows passage of bone marrow 
aspirate delivery member and attachment to a bone marrow aspirate delivery member; a second 
removable end cap which allows communication between the tube and a filter and is configured 
to attach with a filter; a removable filter membrane attached to the second end cap; a filter in the 
membrane that prevents bone marrow aspirate to flow through while allowing air to flow 
through; and a bone graft in the tube. The graft material is selected from calcium sulfate, 
calcium phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized 
bone matrix, and mineralized bone matrix, specifically tri-calcium phosphate; the bone graft 
material is porous to bone marrow aspirate; or the bone graft material comprises a plurality of 
small bone pieces. Washers are disposed between the end caps and tube ends. The apparatus 
further comprises bone marrow aspirate that is introduced via the first end and having had air 
expelled through the filter; the bone marrow aspirate is allowed to coagulate in the tube after 
contact with the bone graft material; and the bone graft material is substantially saturated with 
the aspirate. The first end cap is configured for attachment to a syringe. 
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Muschler teaches an apparatus for preparing a bone graft composite (abstract), the 
apparatus comprising a tube with a first and second end (figures), removable end caps (col.7 line 
11-14) that may allow for passage of a syringe (or a bone marrow aspirate delivery member) 
(col.7 line 25-30) or attachment to a screen (or filter) membranes (or end caps that allow 
communication with filters and bone marrow aspirate delivery members) (col.7 line 15-19); and 
a bone graft material therein (col.6 line 59-64). The bone graft material may be calcium 
phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized bone 
matrix, and mineralized bone matrix (col.4 line 13-55); is porous to marrow aspirate (col.4 line 
13-15, col.3 line 38-45); or may comprise a plurality of small bone pieces (col.4 line 50-col.5 
line 20). The bone marrow aspirate is not anticoagulated, but is allowed to clot (or coagulate) 
during mixing (or substantially saturating) with the graft material (or within the tube) (coL8 line 
51-54). 

Muschler does not teach the apparatus wherein the filter membrane prevents aspirate 
passage while allowing air to pass through. However, Wironen teaches apparatuses for making 
bone graft composites (abstract, figures), wherein one end has a filter membrane attached to 
prevent passage of bone paste components (or aspirate and/or graft materials) while expelling air 
from the tube (0045). Wironen teaches that it is desirable to remove air from the paste 
components before, during or after reconstitution is conducted (0045). At the time of the 
claimed invention, it would have been obvious to one of ordinary skill in the art to use the filter 
of Wironen in the apparatus of Muschler for the disclosed desirability for removing air from the 
bone graft composite material during mixing (0045). Moreover, at the time of the claimed 
invention, one of ordinary skill in the art would have been motivated by Wironen to use a filter 
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that prevents passage of bone paste components (or aspirate and/or graft materials) while 
expelling air with a reasonable expectation for successfully obtaining an apparatus for making 
bone graft composites. 

The combined teachings of the references do not specifically teach the apparatus wherein 
the aspirate is introduced via a first end having air expelled through the filter of the second end. 
However Muschler does teach the aspirate being loaded via the first end by means known in the 
art (coL7 line 39-46), and that the second end may contain a filter membrane. Further, Wironen 
teaches the advantages of using membranes that prevent passage of aspirate while allowing air to 
pass through (0045). Thus, the combined teachings of Muschler and Wironen clearly suggest to 
one in the art to load the tube through one end while expelling air through the other. 

The* references do not teach the apparatus wherein washers are used between the tube and 
end caps. However, Muschler teaches that the end caps are removable to the tube via threaded 
connections, or any other known connection (col.7 line 12-14). At the time of the claimed 
invention, it was known to include washers between caps and threaded connections for their aid 
in equalizing pressure distribution, securing placement and ensuring air tightness. In support, 
Willard teaches columnar tubes wherein a threaded end has a removable cap and washer placed 
in between to secure the assembly (col.ll line 55-col.l2 line 14, figure 1). Thus, at the time of 
the claimed invention, one of ordinary skill in the art would have been motivated by common 
practice, as evidenced by Willard, to include a washer in the apparatus of Muschler with a 
reasonable expectation for successfully obtaining an apparatus effective to prepare a bone graft 
composite. 
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6. Claims 23 - 44 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Muschler in view of Wironen and further in view of Erbe and Willard. 

Applicant claims an apparatus for preparing a bone graft composite comprising a tube 
with a first and second end; a first removable end cap which allows passage of bone marrow 
aspirate delivery member and attachment to a bone marrow aspirate delivery member; a second 
removable end cap which allows communication between the tube and a filter and is configured 
to attach with a filter; a removable filter membrane attached to the second end cap; a filter in the 
membrane that prevents bone marrow aspirate to flow through while allowing air to flow 
through; and a bone graft in the tube. The graft material is selected from calcium sulfate, 
calcium phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized 
bone matrix, and mineralized bone matrix, specifically tri-calcium phosphate; the bone graft 
material is porous to bone marrow aspirate; or the bone graft material comprises a plurality of 
small bone pieces. The end caps and filter membranes have removable sealing caps, wherein a 
second sealing cap provides an air tight environment; and washers are disposed between the end 
caps and tube ends. The apparatus further comprises bone marrow aspirate that is introduced via 
the first end and having had air expelled through the filter; the bone marrow aspirate is allowed 
to coagulate in the tube after contact with the bone graft material; and the bone graft material is 
substantially saturated with the aspirate. The first end cap is configured for attachment to a 
syringe. 

Muschler teaches an apparatus for preparing a bone graft composite (abstract), the 
apparatus comprising a tube with a first and second end (figures), removable end caps (col.7 line 
11-14) that may allow for passage of a syringe (or a bone marrow aspirate delivery member) 
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(col.7 line 25-30) or attachment to a screen (or filter) membranes (or end caps that allow 
communication with filters and bone marrow aspirate delivery members) (col.7 line 15-19); and 
a bone graft material therein (col.6 line 59-64). The bone graft material may be calcium 
phosphate, tri-calcium phosphate, hydroxyapatite, coral hydroxyapatite, demineralized bone 
matrix, and mineralized bone matrix (col.4 line 13-55); is porous to marrow aspirate (col.4 line 
13-15, col.3 line 38-45); or may comprise a plurality of small bone pieces (coL4 line 50-col.5 
line 20). .The bone marrow aspirate is not anticoagulated, but is allowed to clot (or coagulate) 
during mixing (or substantially saturating) with the graft material (or within the tube) (col.8 line 
51-54). 

Muschler does not teach the apparatus wherein the filter membrane prevents aspirate 
passage while allowing air to pass through. However, Wironen teaches apparatuses for making 
bone graft composites (abstract, figures), wherein one end has a filter membrane attached to 
prevent passage of bone paste components (or aspirate and/or graft materials) while expelling air 
from the tube (0045). Wironen teaches that it is desirable to remove air from the paste 
components before, during or after reconstitution is conducted (0045). At the time of the 
claimed invention, it would have been obvious to one of ordinary skill in the art to use the filter 
of Wironen in the apparatus of Muschler for the disclosed desirability for removing air from the 
bone graft composite material during mixing (0045). Moreover, at the time of the claimed 
invention, one of ordinary skill in the art would have been motivated by Wironen to use a filter 
that prevents passage of bone paste components (or aspirate and/or graft materials) while 
expelling air with a reasonable expectation for successfully obtaining an apparatus for making 
bone graft composites. 



Application/Control Number: 10/682,289 Page 14 

Art Unit: 1651 

The combined teachings of the references do not specifically teach the apparatus wherein 
the aspirate is introduced via a first end having air expelled through the filter of the second end. 
However Muschler does teach the aspirate being loaded via the first end by means known in the 
art (col. 7 line 39-46), and that the second end may contain a filter membrane. Further, Wironen 
teaches the advantages of using membranes that prevent passage of aspirate while allowing air to 
pass through (0045). Thus, the combined teachings of Muschler and Wironen clearly suggest to 
one in the art to load the tube through one end while expelling air through the other. 

The references do not teach the apparatus wherein the end caps have removable sealing 
caps, used or wherein washers are used between the tube and end caps. However, at the time of 
the claimed invention, the end caps of apparatuses for making bone graft composites were 
commonly sealed in the art. In support, Erbe teaches an apparatus for making bone composite 
materials wherein the end caps are closed (or sealed) to seal the material chamber (or tube with 
graft material) (col.3 line 9-25, claims). While the reference does not expressly teach the sealing 
cap in addition to the end cap, the reference certainly suggests to one in the art the desire to seal 
the graft tubes. Thus, at the time of the claimed invention, one of ordinary skill in the art would 
have been motivated by common practice, as evidenced by Erbe, to include a sealing cap on the 
apparatus of Muschler with a reasonable expectation for successfully obtaining an apparatus 
effective to prepare a bone graft composite. In addition, it was further known to include washers 
between caps and threaded connections for their aid in equalizing pressure distribution, securing 
placement and ensuring air tightness. In support, Willard teaches columnar tubes wherein a 
threaded end has a removable cap and washer placed in between to secure the assembly (col. 11 
line 55-C01.12 line 14, figure 1). Thus, at the time of the claimed invention, one of ordinary skill 
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in the art would have been motivated by common practice, as evidenced by Willard, to include a 
washer in the apparatus of Muschler with a reasonable expectation for successfully obtaining an 
apparatus effective to prepare a bone graft composite. 



Response to Arguments 

Applicant argues that there is no motivation to improve the apparatus of Muschler with 
Wironen; that the references do not teach all of the claimed elements; that the combination 
destroys the function of Muschler; that a prima facie case has not been made; and that the 
references do not teach a filter that retains bone marrow aspirate (BMA) while expelling air. 
Applicant argues that Muschler teaches away from removing air biy allowing BMA to pass while 
obtaining an enriched cell population. Applicant further argues that Wironen does not teach air 
removal improves forming a bone graft material; that the reference teaches minimalizing air 
bubbles not removing air; and a different apparatus. Applicant additionally argues that there is 
no reason to combine the references; that the examiner uses improper hindsight; that a use is not 
claimed; and that the missing elements cannot be remedied by an admission in response to a 
restriction requirement. Applicant reiterates previous arguments that a prima facie case of 
obviousness can not be based on applicant's admission that the different inventions are obvious 
over each other in response to an election requirement. Applicant finally states that the 
supporting references do not make up the deficiencies of Muschler and Wironen. 

However, these arguments fail to persuade for the following reasons. Regarding the 
motivation to combine the references, the rejections clearly state that Wironen teaches that it is 
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desirable to remove air from the paste components before, during or after reconstitution is 
conducted (0045). At the time of the claimed invention, it would have been obvious to one of 
ordinary skill in the art to use the filter of Wironen in the apparatus of Muschler for the disclosed 
desirability for removing air from the bone graft composite material during mixing (0045). 
Moreover, at the time of the claimed invention, one of ordinary skill in the art would have been 
motivated by Wironen to use a filter that prevents passage of bone paste components (or aspirate 
and/or graft materials) while expelling air with a reasonable expectation for successfully 
obtaining an apparatus for making bone graft composites. 

Regarding elements not disclosed by the cited references, it is noted that in the response 
to an election restriction mailed on February 14, 2006, applicant clearly admitted on the record 
that the various inventions of an apparatus, methods for making a bone graft, and a bone graft 
were obvious over each other under the meaning of USC 103 (response filed March 14, 2006). 
Moreover, as admitted by applicant, a bone graft, method for making a bone graft and the 
apparatus are obvious over each other under the meaning of USC 103. Thus, a disclosure of a 
bone graft would render obvious the inventions of an apparatus and methods for making a bone 
graft obvious under USC 103. It is reiterated that if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other inventions. This practice has long been established and is further 
supported by the MPEP (form paragraph 8.21). Since applicant clearly admitted on the record 
that the inventions were obvious variants over each other, finding the inventions of a bone graft 
material, methods for making the material and an apparatus for housing/preparing the material 
renders those inventions and/or limitations not specifically disclosed by the art obvious under 35 
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use 103, as previously admitted by applicant. While claims to the bone graft and methods for 
making the graft have been canceled, applicant's earlier admission remains applicable over 
limitations of the apparatus not disclosed by the cited art. Therefore, while the references do not 
teach the apparatus with removable sealing caps and washers, the limitations are rendered 
obvious. Furthermore, it is noted that supporting references Erbe and Willard provide teachings 
of the missing elements not specifically disclosed by Muschler or Wironen. 

Regarding applicant's assertions that the combination destroys the function of Muschler, 
it is noted that applicant has failed to assert how the apparatus of Muschler is destroyed. 
Regarding the assertions that an air filter that allows air to pass and not BMA is not disclosed, it 
is maintained that the teachings of Wironen suggest to one in the art that it is advantageous to 
remove air before, during or after reconstitution of bone pastes (or bone graft materials). 
Wironen specifically teaches apparatuses for making bone graft composites (abstract, figures), 
wherein one end has a filter membrane attached to prevent passage of bone paste components (or 
aspirate and/or graft materials) while expelling air from the tube (0045), thereby teaching a filter 
that allows air to pass and not bone graft materials, or BMA. Thus, the combination of Muschler 
and Wironen suggest to one in the art that it is desirable to remove air from the bone graft 
composite material during mixing (0045). Moreover, at the time of the claimed invention, one of 
ordinary skill in the art would have been motivated by Wironen to use a filter that prevents 
passage of bone paste components (or aspirate and/or graft materials) while expelling air with a 
reasonable expectation for successfully obtaining an apparatus for making bone graft composites. 

Regarding the asserted teachings away from the claimed invention, it is noted that 
Muschler neither teaches that air should be retained in the BMA, nor that air is beneficial to the 
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cell population. Furthermore, the combined teachings of Muschler and Wironen suggest that air 
removal is desirable and that a filter to allow air passage and not BMA would benefit the 
apparatus of Muschler. 

Regarding the teachings of Wironen, the reference specifically teaches air bubbles should 
be expelled, or that air is removed, from the bone graft materials, or BMA (0045). Furthermore, 
the reference is relied upon to evidence the need for removal of air, and in turn a filter for 
allowing air to pass without allowing BMA to pass from the apparatus of Muschler. 

In response to applicant's argument that the examiner's conclusion of obviousness is 
based upon improper hindsight reasoning, it must be recognized that any judgment on 
obviousness is in a sense necessarily a reconstruction based upon hindsight reasoning. But so 
long as it takes into account only knowledge which was within the level of ordinary skill at the 
time the claimed invention was made, and does not include knowledge gleaned only from the 
applicant's disclosure, such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 
170 USPQ 209 (CCPA 1971). 

Regarding the confusion about the asserted use, it is noted that applicant argues the 
instant apparatus is used during surgery, not for storing bone graft materials. Thus, while the 
claims do not specifically limit such a use, the use has been, and is currently argued by applicant. 
Moreover, it is reiterated that the arguments are not commensurate in scope with the claims. It is 
noted that the intended use (in the instant case, an argued use) of the claimed composition does 
not patentably distinguish the composition, per se, since such undisclosed use is inherent in the 
reference composition. In order to be limiting, the intended use must create a structural 
difference between the claimed composition and the composition of the prior art. In the instant 
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case, the intended use fails to create a structural difference, thus, the intended use is not limiting. 
Please note that when applicant claims a composition in terms of function, and the composition 
of the prior art appears to be the same, the Examiner may make rejections under both 35 U.S.C 
102 and 103 (MPEP 2112). 

Regarding applicant's assertions that previous admissions can not be used against 
applicant, it is reiterated that if the examiner finds one of the inventions unpatentable over the 
prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the 
other inventions. This practice has long been established and is further supported by the MPEP 
(form paragraph 8.21), Since applicant clearly admitted on the record that the inventions were 
obvious variants over each other, finding the inventions of a bone graft material, methods for 
making the material and an apparatus for housing/preparing the material renders those inventions 
and/or limitations not specifically disclosed by the art obvious under 35 USC 103, as previously 
admitted by applicant. While claims to the bone graft and methods for making the graft have 
been canceled, applicant's earlier admission remains applicable over limitations of the apparatus 
not disclosed by the cited art. Therefore, while the references do not teach the apparatus with 
removable sealing caps and washers, the limitations are rendered obvious. 

Finally, it is noted that supporting references Erbe and Willard provide teachings of the 
missing elements not specifically disclosed by Muschler or Wironen. 
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Conclusion 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ruth A. Davis whose telephone number is 571-272-0915. The 
examiner can normally be reached on M-F 7:00 -3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrievail (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have- questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ruth A. Davis/ 
Primary Examiner 
Art Unit 1651 

January 4, 2008 



